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Dear Dr. F rledman,

‘t_Regulatlons 21 C F R 101 93 (Il) (B), |
= o 21 CF.R.101,93 (D); it
21 C.F.R. 101.93 (g) (2) (ii), (v), (vi), (vn), (vm)\on
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RE: Proposed F

I want you to know that I totally oppose the enacting into law the above-mentioied regulatlons proposed
by the Food and Drug Admlmstratlon regardmg dletary supplements Under these regulatlons

Clanms for states/symptoms not typically considered “diseases,” such as aging, pregnancy and
menopause, would be p“rohlbnted for dxetary supplements, even where there is sclentlf' ic substantlatlon to

support them." S TR e T B e e w fa e e

A dietary supplement for which only structure/function clalms are made in the label or labeling in
accord with sect’ 'n 403 (r) of the act may nevertheless be subjected to regulation as a drug if the agency
has other evidence that the intended use of the product is for the dmgnosis, cure, mltlgatlon, treatment,

or prevention of a disease,

Labeling of dietary supplements could not refer to or cite titles of publications (including scientific
journals) in labeling of dietary supplements if the title mentions a disease.

Representations that a dietary supplement is useful to supplement drug therapy or has any role in
the body s response to a dlsease would be prohibited (even where there is scientific support)

I recognize that appropriate agency guldance on the use of structure/functlo s necessary;
however, the proposed regulations go beyond ‘public protectlon 1t is essenti; have access to
valuable information on vntamins, mmerals, and herbs regardmg the mamtenance of we ness and the

prevention of disease. -

l’“drgé you'to reconslder and revise these 'proposed regulatlons so that w
ifform: At‘“‘ﬁ "h’éé‘ " ‘Sary to liiake w”ll in '
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